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DETAILED ACTION 

Election/Restrictions 
Restriction is required under 35 U.S.C. 121 and 372. 

Tiiis application contains the following inventions or groups of inventions, wliich 
are not so linked as to form a single general inventive concept under PCT Rule 13.1 . 

In accordance with 37 CFR 1 .499, applicant is required, in reply to this action, to 
elect a single invention to which the claims must be restricted. 

1 . Group I: claims 1-6 and 9-10 drawn to a method of identifying a compound 
capable of modulating the activity of Cathepsin Z in a cell. 

2. Group II: claims 7-8 drawn to a compound capable of modulating the activity of 
Cathepsin Z identified and a pharmaceutical. 

The inventions listed as Groups l-ll do not relate to a single general inventive 
concept under PCT Rule 13.1 because, under PCT Rule 13.2, they lack the same or 
corresponding special technical features for the following reasons: 

The technical feature of Group I is a method of identifying a compound capable 
of modulating the activity of Cathepsin Z in a cell. The technical feature of Group 1 is 
anticipated by Wisotzkey et a! US Application NO. 20030159168 A1 Date August 21, 
2003. Wisotzkey et al. teaches a method of identifying a compound capable of 
modulating the activity of Cathepsin Z in a cell (see abstract, [0020], [0024]). The 
special technical feature of Group II is a compound capable of modulating the activity of 
Cathepsin Z identified and a pharmaceutical. Group II lacks unity with Group I because 
they do not have the same technical feature. 

During a telephone conversation with Ms. Karen Krupen on October 16, 2007 a 
provisional election was made without traverse to prosecute the invention of Group 1 , 
claims 1-6 and 9-10. Affirmation of this election must be made by applicant in replying to 
this Office action. Group 2 (claims 7-8) are withdrawn from further consideration by the 
examiner, 37 CFR 1.142(b), as being drawn to a non-elected invention. 

Applicant is reminded that upon the cancellation of claims to a non-elected 
invention, the inventorship must be amended in compliance with 37 CFR 1 .48(b) if one 
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or more of the currently named inventors is no longer an inventor of at least one claim 
remaining in the application. Any amendment of inventorship must be accompanied by 
a request under 37 CFR 1 .48(b) and by the fee required under 37 CFR 1 .1 7(1). 

Priority 

3. Applicant's claim for domestic priority under 35 U.S.C. 1 19(e) is acknowledged. 

Drawings 

4. The drawings in this application have been accepted. No further action by 
Applicant is required. 

Claim Rejections - 35 USC § 102 and 103 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(a) the invention was known or used by others in this country, or patented or 
described in a printed publication in this or a foreign country, before the invention 
thereof by the applicant for a patent. 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed 
or described as set forth in section 102 of this title, if the differences between the 
subject matter sought to be patented and the prior art are such that the subject 
matter as a whole would have been obvious at the time the invention was made 
to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was 
made. 
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This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

5. Claims 1-2, 5, and 9-10 are rejected under 35 U.S.C. 102(a) as being anticipated 
by Wisotzkey et al US Application NO. 20030159168 A1 August 21 , 2003. 

Claims 1-2, 5, and 9-10 are drawn to a method of identifying a compound 
capable of modulating the activity of Cathepsin Z in a cell, comprising the steps of: (a) 
measuring said cell's base level of Cathepsin Z activity in the absence of a 
candidate compound; (b) introducing said candidate compound; and 
(c) measuring said cell's level of Cathepsin Z activity in the presence of said candidate 
compound. 

Wisotzkey et al teach a method of identifying a compound capable of modulating 
the activity of Cathepsin Z in a cell, comprising the steps of: (a) measuring said cell's 
base level of Cathepsin Z activity in the absence of a candidate compound; 
(b) introducing said candidate compound; and (c) measuring said cell's level of 
Cathepsin Z activity in the presence of said candidate compound (abstract, [0020], 
[0024]), wherein said cell's level of Cathepsin Z activity is measured by measuring 
antigen presentation (i.e. macrophages see example 19 and example 20). Therefore 
Wisotzkey et al anticpate a method wherein cell is an antigen-presenting cell. Wisotzkey 
et al teach a method for treating an autoimmune disease comprising the step of 
administering the pharmaceutical of a compound capable of modulating the activity of 
Cathepsin Z, wherein said autoimmune disease is rheumatoid arthritis (see [0015], 



Application/Control Number: 10/596,815 
Art Unit: 1645 



Page 5 



[0087], [0089], [0172]. 

6. Claims 1-2, 5-6, and 9 are rejected under 35 U.S.C. 102(a) as being anticipated 
by Li et al WO 2003/079982. 

Claims 1-2, 5, and 9 are drawn to a method of identifying a compound capable of 
modulating the activity of Cathepsin Z in a cell, comprising the steps of: (a) 
measuring said cell's base level of Cathepsin Z activity in the absence of a 
candidate compound; (b) introducing said candidate compound; and 
(c) measuring said cell's level of Cathepsin Z activity in the presence of said candidate 
compound. 

Li et al teach a method of identifying a compound capable of modulating the 
activity of Cathepsin Z in a cell, comprising the steps of: (a) measuring said cell's base 
level of Cathepsin Z activity in the absence of a candidate compound; 

(b) introducing said candidate compound; and (c) measuring said cell's level of 
Cathepsin Z activity in the presence of said candidate compound (abstract), wherein 
said cell's level of Cathepsin Z activity is measured by measuring antigen presentation 
(see claims), wherein cell Is an antigen-presenting cell. Li et al teach a method for 
treating an autoimmune disease (cancer) comprising the step of administering the 
pharmaceutical of a compound capable of modulating the activity of Cathepsin Z, (see 
abstract, pgs. 5-7). 

7. Claims 1-6 and 9-10 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Wisotzkey et al US Application NO. 20030159168 Al August 21, 2003 in view of 
Copland et al 2003 (February 14, 2003), Vol. 21 pgs. 883-890. 

Claims 1-2,5, and 9 are drawn to a method of identifying a compound capable of 
modulating the activity of Cathepsin Z in a cell, comprising the steps of: (a) 
measuring said cell's base level of Cathepsin Z activity in the absence of a 
candidate compound; (b) introducing said candidate compound; and 

(c) measuring said cell's level of Cathepsin Z activity in the presence of said candidate 
compound. 
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Wisotzkey et al is relied upon as set forth supra. However Wisotzl<ey et al does 
not teacli a method wherein said cell's level of antigen presentation is measured by 
measuring autologous T-cell response to tetanus toxin, wherein said cell's level of 
antigen presentation is measured by measuring said cell's capacity to present quenched 
FITC-ovalbumin, wherein said antigen-presenting cell is selected from the group 
consisting of dendritic cell precursor, immature dendritic cell, and mature dendritic cell. 

Copland et al that dendritic cells are highly potent profession antigen-presenting 
cells essential for initiation of an immune response. Copland et al teach that immature 
human dendritic cells were generated from peripheral blood monocytes cultured with 
GM-CSF and IL-4 and that the uptake of antigen by dendritic cells and the degree of 
expression of the cell surface markers MHC class II, CD80, CD86 and the DC 
maturation marker CD83, were investigated by incubation solution containing FITC- 
conjugated antigen. Copland et al teach that exposure to FITC-ovalbumin resulted in 
enhanced expression of cell surface markers when compared to exposure to antigen in 
solution. Copland et al teach that expression was highest following exposure to 
containing tetanus toxoid (TT) stimulated primed T cell proliferation more effectively 
than TT-neutral liposomes, or TT-solution. 

It would have been prima facie obvious at the time the invention was made to 
incorporate measuring autologous T-cell response to tetanus toxin, measuring by said 
cell's capacity to present quenched FITC-ovalbumin, and said antigen-presenting cell 
such as immature dendritic cell as taught by Copland et al because Copland et al teach 
that exposure to FITC-ovalbumin resulted In enhanced expression of cell surface 
markers when compared to exposure to antigen in solution. Copland et al teach that 
expression was highest following exposure to containing tetanus toxoid (TT) stimulated 
primed T cell proliferation more effectively than TT-neutral liposomes or TT-solution. 

8. Claims 1-10 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Thurmond et al WO 2002/21 129 in view of Copland et al 2003 (February 14, 2003), Vol. 
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21 pgs. 883-890 and Wisotzkey et al US Application NO. 20030159168 A1 August 21. 
2003. 

Claims 1-6 and 9-10 are drawn to a method of identifying a compound capable of 
modulating the activity of Cathepsin Z in a cell, comprising the steps of: (a) 
measuring said cell's base level of Cathepsin Z activity in this absence of a 
candidate compound; (b) introducing said candidate compound; and 
(c) measuring said cell's level of Cathepsin Z activity in the presence of said candidate 
compound. 

Thurmond et al teach a method of identifying a compound capable of modulating 
the activity of Cathepsin S in a cell, comprising the steps of: (a) 
measuring said cell's base level of Cathepsin S activity in the absence of a 
candidate compound; (b) introducing said candidate compound; and 
(c) measuring said cell's level of Cathepsin S activity in the presence of said candidate 
compound. 

Copland et al that dendritic cells are highly potent profession antigen-presenting 
cells essential for initiation of an immune response. Copland et al teach that immature 
human dendritic cells were generated from peripheral blood monocytes cultured with 
GM-CSF and IL-4 and that the uptake of antigen by dendritic cells and the degree of 
expression of the cell surface markers MHC class II, CD80, CD86 and the DC 
maturation marker CD83, were investigated by incubation solution containing FITC- 
conjugated antigen. Copland et al teach that exposure to FITC-ovalbumin resulted in 
enhanced expression of cell surface markers when compared to exposure to antigen in 
solution. Copland et al teach that expression was highest following exposure to 
containing tetanus toxoid (TT) stimulated primed T cell proliferation more effectively 
than TT-neutral liposomes or TT-solution. 

Wisotzkey et al teach a method of identifying a compound capable of modulating 
the activity of Cathepsin Z in a cell, comprising the steps of: (a) measuring said cell's 
base level of Cathepsin Z activity in the absence of a candidate compound; 
(b) introducing said candidate compound; and (c) measuring said cell's level of 
Cathepsin Z activity in the presence of said candidate compound (abstract, [0020], 
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[0024]), wherein said cell's level of Cathepsin Z activity is measured by measuring 
antigen presentation (i.e. macrophages see example 19 and example 20). Therefore 
Wisotzkey et al anticpate a method wherein cell is an antigen-presenting cell. Wisotzkey 
et al teach a method for treating an autoimmune disease comprising the step of 
administering the pharmaceutical of a compound capable of modulating the activity of 
Cathepsin Z, wherein said autoimmune disease is rheumatoid arthritis (see [0015], 
[0087], [0089], [0172]. 

It would have been prima facie obvious at the time the invention was made to 
incorporate a cathepsin Z as taught by Wisotzkey et al and modify the method of 
identifying a compound capable of modulating the activity of cathepsin as taught by 
Thurmon et al because both teach a method of identifying a compound capable of 
modulating the activity of cathepsin. It would also have been prima facie obvious at the 
time the invention was made to incorporate measuring autologous T-cell response to 
tetanus toxin, measuring by said cell's capacity to present quenched FITC-ovalbumin, 
and said antigen-presenting cell such as immature dendritic cell as taught by Copland et 
al into the method as taught by Thumiond et al because Copland et al teach that 
exposure to FITC-ovalbumin resulted in enhanced expression of cell surface markers 
when compared to exposure to antigen in solution. Copland et al teach that expression 
was highest following exposure to containing tetanus toxoid (TT) stimulated primed T 
cell proliferation more effectively than TT-neutral liposomes or TT-solution. 

Status of the Claims 

8. No claims are allowed. 

Claims 1-6 and 9-10 are rejected. 



Conclusion 
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